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DEPARTMENT OF HEALTH& HUMAN SERVICES Public Health Service
s

\ Food and Drug Administration
Washington, DC 20204

Alexis Garnbetta
Chief Executive Officer
HealthMark
4700 East Iliff Avenue
Denver, Colorado 80222-6025
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Dear Ms. Gambetta:

This is in response to your letter of October 1, 1997 to the Food and Drug Administration
(FDA) pursuant to section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act (the
act). Your submission states that HealthMark is making a number of claims for “Herbal
Dietary Supplement Standardized Potency Echinacea.” These claims, among other
things, state that the product is for “Increased Natural Resistance to Seasonal. health
Problems” and is “... an especially popular dietary supplement during the cold and flue
season and is often recommended by health care specialists.”

Section 403(r)(6) of the act makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
specific disease or class of diseases. The :statements that you are making for this product,
taken together, suggest that it is intended to treat or prevent a disease, namely cold and
flu. These claims do not meet the requirements of section 403(r)(6) of the act. These
claims suggest that this product is intended for use as a drug within the meaning of
section 201 (g)(l)(B) of the act, and that it is subject to regulation under the drug
provisions of the act. If you intend to make claims of this nature, you shoulcl contact
FDA’s Center for Drug Evaluation and Research (CDER), Office of Compliimce, HFD-
310,7520 Standish Place, Rockville, Maryland 20855.

Your submission also contained a label for a Multiple Vitarnin/Nfineral with Iron dietary
supplement, which contains 7.5 milligrams (mg) iron per recommended dosage. We
would like to note that in the January 15, 1997 Federal Register (62 FR 22 18; enclosed),
FDA published a final regulation requiring a label warning statement on products taken in
solid oral dosage form to supplement the dietary intake of iron. Your product label does
not contain the label warning statement required by 21 CFR 101.17. A dietary
supplement in solid oral dosage form that contains added iron, that enters interstate
commerce after the effective date for impl.ementation of this regulation (July 15, 1997),
and that does not bear the required warning statement on its label or in its labeling, is
misbranded under sections 403(a)(1) and 201 (n) of the act.
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Please contact us if we may be of fbrther assistance.

Sincerely,

James T. Tamer, Ph.D.
Acting Director
Division of Programs and Enforcemerlt Policy
0f15ce of Special Nutritional
Center for Food Safety

and Applied Nutrition

Copies:
FDA, Center for Drug Evaluation and Research, OffIce of Compliance, HFI)-300
FDA, OffIce of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200
FDA, Denver District Office, Office of Compliance, HFR-SW240
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October 1, 1997’0778 Ii!!!iial:,g

Office of Special Nutritional
Center for Food Safety and Applied Nutrition
Food and Drug Administration
“C” Street SW (HFS-455)

Washington, D.C. 20204

To Whom It May Concern:

Enclosed please find labels for vitamins that HealthMark is marketing. As per
FDA guidelines, I am informing you within 30 days after first marketing a
statement of nutritional support.

Should you need any further information, please do not hesitate tc) contact
us.

Alexis Gam~”tta
LbChief Executiv Qffic

lag
cc: Dr. Robert Gleser - HealthMark

Dr. Mitchell Gershten - HealthMarl{
Dr. Wayne Peters - HealthMark

4700 East Iliff Avenue
Denver, CC) 80222-6025
(303) 584-8900
Fax: (303) 584-0525
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RfCOMMENDATIONS

AS a dietary supplement for tidn, Mke - WI*G+. dalk
as recoin mended bq your kalth care pmcIi ai.ner.,

“Utri!bnal counselor.

Ewh Capsule Contain%

NU7RNNT SOURCE POTENCY %USRDA<
VKamtr! A (acetate, beta carotene) 7,5CKI Iu 150
VWni” B1 (thlwnl”e fiCt) 5.S m~ 367
V, rnin 62 (, flmltwln}

/

s %98 IOU
VI m!n B3 [nlacln !. 1.04101 “Iw.alel 30 mg 150
VI mln B5 (cdctim pmtothenate) M ma 3511
vi amh B6 {wrod.x!.e Hell 10 mm 500
V wnln 812 (cym.cohdarninl 30 nlcs 5;;
F i. &id 200 mcg
0 !m 100 mq 3.1
Wtami” C (ascorb<c ac,dl ;{ fig 417
V,wnin D] 23
vitamin c (ac.,a, el 100 w II<

Elhlributcd bv Heallhhi.rk Centers, 1,1. C
A C.nter 1., Int.p,, medH.dhv$>

4700 E,,t W( A“,..,
D.n..r. Cul”, ado. USA 80222 ~

Q.C.8

RtCOMMENDATIONS:
As a d?e!wy wpptmwnt lot adults, iakt m of
two capsules !wce dally w as recommended

~ your health care prac!ilicmff b! best
rcwlts, .% fof no m.ne th.. 7. 10 days.

CONTfNTS:
Echmacea concenlrawd ran ex!rac!

bm,.$tifol,a and wrp.rea) standardized104%

@ phe~ltc cmwtis. nat.rai eWJp,em,,

L

we I. a cool, dry place away irom suoi%ht
and moisture

w., m II fw U, pm&nl, !X1.trn&.
“wdiC.tkn,!..”.. .“ediKdcwJwm m d“ .
+.*.* ~ -- fi.a -w v, ~*

Dklrlb.trd by: McallhMark ‘u Inc.
A Cencef 1- Integrated Healing.
47X2 Eas!Iliff Avenue. Denver,

Colorado, U5A 80122 (;931 W4-WCO.

Q.C.#

2X?IRATION

MULTIPLE
VITAMIN/MINERAL

with IRON

NIJnlf.m EeuRcl K2TW3 %Uwo..
zinc (pl”dcolkl.wt 7.5 w %1
copper h$parulel Io(fn nlq w
Man8aIwse (Wartawl 3 m~ ..
Chromium [plcdinate) 1on M“ %x,
See;um [m.1Vicoti.al.1 50 slm 70

75 Illc# $’1
k“” (awlarlah’1 7.5 ml! In
norm (Cl!,alelasv.<ta !clutvl $[s) “>,:* .,
Va.adi”m (a.parlale) ~ WR . .

Mdybden”m (aspatla!el w mc# .,
‘R..amnwmd.rl Dad” A!lw#nc.

.. M,, ~fl~~ ,M*,M 10, ml, ““,,,.”, 1“ # h,w d !,. !!!, $

e.<ime .!. Incl.diit vegetable ph ymn.lr!mnl.

SW h ● .wI, do P4W m-q !-MI Mmltnht .md mutm!w
0. N.( C.nmmw !: Vw Are P?.,.*.I, L*CI .M, On MGdic*l im.
Maw A Medical Condition 0, Undn A NIT4c1.”, Care W,!hmul
f!,,, C“.,WW Y“”, O.x,ot. X., P O“t 0( R.,ch Of Children

Echinacea amc! ha been the mibiw &

intemme wenl+fii inwtwdrm woddwde

This unique Lmtanicd exlrac! ●nhances IIW
hcdy% twwal resiuance! h has bucmw an

.SPCCW Pwlaf dtcfaw suwlemc.t d.n”g
3M Co!d ●nd Ill $eaYm and t>Ohm

mccinmcti by hcal!h care specialists

NealthMwk ‘W Echinxea is a P.*. na!.tal
botanical e.tmcl which is Nandardkd to

a,xc qdao?f ad :Cn,!,!+cy
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